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	Annex G1/1 to the Certificate No. 1327
SCOPE of ACCREDITATION
  of the

Clinical Laboratory  
of

«DIMOKRITOS DIAGNOSTIC LABORATORIES»


	Materials/Products tested
	Types of test / Properties measured
	Applied methods / Techniques used 

	Biochemical Tests

	Ορός αίματος 
	Determination of 14 parameters
	Automated biochemical analyzer Abbott Architect c8000 (S/N: C800177)

Lab Protocol: ΟΕ.Μ.01_15189 (3.0/06.09.2021)

	
	1. Alkaline phosphatase (ALP)
	Enzymatic – kinetic – colorimetric 
(Para-nP)

	
	2. Alanine aminotransferase (ALT)
	Enzymatic – kinetic – colorimetric (NADH)

	
	3. Aspartate aminotransferase (AST)
	Enzymatic – kinetic – colorimetric (NADH)

	
	4. Total Cholesterol (CHOL)
	Enzymatic – colorimetric (CHO-OEP-HBA)

	
	5. Creatinine (CREA)
	Enzymatic – colorimetric

	
	6. Creatine phosphatase (CPK)
	Enzymatic

	
	7. HDL Cholesterol (HDL-Chol)
	Enzymatic – colorimetric (Urease)

	
	8. D-LDL Cholesterol (D-LDL-Chol)
	Enzymatic – colorimetric

	
	9. Iron (Fe)
	Colorimetric (Ferene) Enzymatic

	10. 
	11. γ-Glutamyl-Transferase (γ-GT)
	Enzymatic – colorimetric 

	
	12. Glucose (GLUC)
	Enzymatic – kinetic (IFCC)

	
	13. Lactic dehydrogenase (LDH)
	Enzymatic – colorimetric (GPO)

	
	14. Triglycerides (TGs)
	Colorimetric Urikase


	
	15. Uric acid (UA)
	Enzymatic – colorimetric (ASD)


	
	
	

	Blood Coagulation Testing

	Blood Plasma (Citric acid)
	Determination of 1 parameter
	Automated biochemical analyzer Abbott Architect c8000 (S/N: C800177)

Lab Protocol: ΟΕ.Μ.01_15189 (3.0/06.09.2021)

	
	D-Dimers
	Coagulation tests

	Immunochemicals  Tests

	Blood serum 


	Determination of 12 parameters
	Automated immunochemical analyzer ARCHITECT i2000SR ( S/N: I5R05173)

Lab Protocol: ΟΕ.Μ.01_15189 (3.0/06.09.2021)

	
	1. Α -Fetoprotein (AFP)
	Chemiluminescence with microspheres (CMIA)

	
	2. Human Chorionic Gonadotropin (β-hCG)
	

	
	3. Cancer Antigen CA 125 (CA 125)
	

	
	4. Cancer Antigen 15-3 (CA 15-3)
	

	
	5. Cancer Antigen 19-9 (CA 19-9)
	

	
	6. Carcinoembryonic Antig (CEA)
	

	
	7. Ferritin (Ferr)
	

	
	8. Free Specific Prostate Antigen (Free PSA)
	Chemiluminescence with microspheres (CMIA)

	
	9. Thyroxin Free (FT4)
	

	
	10. Specific Prostate Antigen (TOTAL-PSA)
	

	
	11. Thyrotropin (TSH)
	

	
	12. High sensitivity troponin I (hs - Tnl)
	

	Immunoassay  Tests

	Blood serum
	Determination of 10 parameters
	Automated Immunoassay anazyer ARCHITECT i1000SR S/N: I15R01544)

Lab Protocol: ΟΕ.Μ.02_15189 (3.0/06.09.2021)

	
	1. Antibodies against Cytomegalovirus IgG (CMV IgG)
	Chemiluminescence with microspheres (CMIA)

	
	2. Antibodies against Cytomegalovirus IgM (CMV IgM)
	

	
	3. Antibodies against the Toxoplasma IgG (Toxo IgG)
	

	
	4. Antibodies against the Toxoplasma IgM (Toxo IgM)
	

	
	5. Antibodies against Rubella virus IgG (Rubella IgG)
	

	
	6. Antibodies against Rubella virus IgΜ (Rubella IgΜ)
	

	
	7. Hepatitis C virus antibodies (Anti-HCV)
	

	
	
	

	Blood serum (contd)
	8. Hepatitis B virus surface antibodies (Anti-HBs)
	Chemiluminescence with microspheres (CMIA)

	
	9. Hepatitis B virus surface antigen HBsAg
	

	
	10. Human Immunodeficiency Virus antibodies HIV 1/O/2 Enhanced Anti-HIV (HIV Ag-Ab Combo)
	

	Molecular Biology Tests

	Determination of 3 parameters

	Nasopharyngeal smear, Oropharyngeal smear
	1. Qualitative RNA detection of E & N genes of the virus SARS-CoV-2
	Manufacturer’s kit protocol: SARS-CoV2 Real TM, Real Time PCR kit,Sacace Biotechnologies CE-IVD on real-time thermocycler SACACE SaCycler-96*
Lab Protocol: ΟΕ.Μ.03_15189 (3.0/06.09.2021)

	Whole Blood (EDTA)
	2. Detection of the Human Leukocyte Antigen (HLA-B27)
	Manufacturer’s kit protocol: HLA B27 Real-TM, Real Time PCR kit, Sacace Biotechnologies CE-IVD on real-time thermocycler SACACE SaCycler-96*

Lab Protocol: ΟΕ.Μ.04_15189 (3.0/06.09.2021)

	Whole Blood (EDTA)
	3. Detection of  Mutation (Deletion) CFTR: ΔF508
	In House Method on real-time thermocycler SACACE SaCycler-96*

Lab Protocol: ΟΕ.Μ.05_15189 (3.0/06.09.2021)

	Autoimmunity Tests

	Blood serum
	Determination of 2 parameters
	Automated IFA slide processor MENARINI (S/N: 1014)

Fluorescence microscope, CARL ZEIS (S/N: 31650000179)

Lab Protocol: ΟΕ.Μ.06_15189 (3.0/06.09.2021)

Indirect Immunofluorescence

	
	1. Antinuclear antibodies ΑΝΑ
	

	
	2. Antibodies against double stranded DNA (dsDNA)
	


*Reference to the commercial name of a specific analyzer/kit,  refers to a specific analytical method and protocol


Site of assessment: Laboratory premises: 1 Efstathiou Str., 68 100, Alexandroupolis, Greece

Approved Signatories: Dimitris Tsairidis, Christina Tsigalou, Konstantinos Arvanitidis
The Accreditation Certificate No.1327, to ELOT EN ISO/IEC 15189:2012, is valid until 08.01.2028.
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